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DETAILED ACTION 

Drawings 

1 . The drawings are objected to under 37 CFR 1 .83(a). The drawings must show 
every feature of the invention specified in the claims. Therefore, the "positioning 
member" in claim 13 must be shown or the feature(s) canceled from the claim(s). No 
new matter should be entered. 

Corrected drawing sheets in compliance with 37 CFR 1.121(d) are required in 
reply to the Office action to avoid abandonment of the application. Any amended 
replacement drawing sheet should include all of the figures appearing on the immediate 
prior version of the sheet, even if only one figure is being amended. The figure or figure 
number of an amended drawing should not be labeled as "amended." If a drawing figure 
is to be canceled, the appropriate figure must be removed from the replacement sheet, 
and where necessary, the remaining figures must be renumbered and appropriate 
changes made to the brief description of the several views of the drawings for 
consistency. Additional replacement sheets may be necessary to show the renumbering 
of the remaining figures. Each drawing sheet submitted after the filing date of an 
application must be labeled in the top margin as either "Replacement Sheet" or "New 
Sheet" pursuant to 37 CFR 1.121(d). If the changes are not accepted by the examiner, 
the applicant will be notified and informed of any required corrective action in the next 
Office action. The objection to the drawings will not be held in abeyance. 
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Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1 ) an application for patent, published under section 1 22(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

2. Claims 1-3, 7-13 and 15 are rejected under 35 U.S.C. 102(e) as being 
anticipated by US Patent No. 6,638,286 to Burbank et al. (Burbank). 

In Reference to Claim 1 : 
Burbank teaches: 

A medical suturing tool comprising: an insertion puncture needle (120, Fig. 
1) formed with an insertion hole (142, Fig. 3) from the proximal end to the distal 
end; a retrieval puncture needle (122, Fig. 1) disposed substantially in parallel 
with the insertion puncture needle (120, Fig. 1) at a predetermined distance 
therefrom; and a surgical suture (124, Fig. 1) extending from the proximal end of 
the insertion puncture needle (120, Fig. 1) through the distal end and then 
engaged with the distal end of the retrieval puncture needle (122, Fig. 1) via an 
engaging portion (134, Fig. 7). 

In Reference to Claim 2: 

Burbank teaches: 
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A tool according to claim 1 (see rejection of Claim 1 above), comprising: 
an elongate opening (125, Fig. 7) provided on a surface of the insertion puncture 
needle (120, Fig. 7) opposing to the retrieval puncture needle (122, Fig. 7) in 
communication with the insertion hole; an engaging member (134, Fig. 7) being 
capable of moving in the insertion hole of the insertion puncture needle (120, Fig. 
7) and, when having reached a predetermined position in the insertion hole, 
bending from the side of the upper end portion thereof to project outside from the 
elongate opening (125, Fig. 7); and an engaging groove (127, Fig. 7) provided 
on a surface of the retrieval puncture needle (122, Fig. 7) opposing to the 
insertion puncture needle (120, Fig. 7), wherein the surgical suture (124, Fig. 7) 
is connected to the lower end of the engaging member (134, Fig. 7) so that the 
suturing tool engages with the engaging groove on the retrieval puncture needle 
(122, Fig. 7) after having passed from the proximal end to the distal end of the 
insertion puncture needle (120, Fig. 7) together with the engaging member (134, 
Fig. 7). 

In Reference to Claim 3: 

Burbank teaches: 

A tool according to claim 2 (see rejection of Claim 2 above), wherein the 
engaging groove (127, Fig. 7) includes a storage recess (144, Fig. 7) capable of 
accommodating the engaging member (134, Fig. 7) and an engaged portion 
(1 27, Fig. 7) with which the upper end portion of the engaging member can 
engage. 
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In Reference to Claim 7: 

Burbank teaches: 

A tool according to claim 2 (see rejection of Claim 2 above), in which the 
portion on the distal side of the insertion puncture needle (120, Fig. 7) with 
respect to the elongate opening (125, Fig. 7) and at least part of the retrieval 
puncture needle (122, Fig. 7) other than the portion where the engaging groove 
(127, Fig. 7) is formed is formed as a solid portion. 

In Reference to Claim 8: 

Burbank teaches: 

A tool according to claim 2 (see rejection of Claim 2 above), wherein at 
least a portion of the insertion puncture needle (120, Fig. 7) where the elongate 
opening (125, Fig. 7) is formed and of at least a portion of the retrieval puncture 
needle (122, Fig. 7) where the engaging groove (127, Fig. 7) is formed are 
formed into an angular C-shape in lateral cross section Fig. 7), respectively, and 
are arranged so that the open sides are opposed to each other (Fig. 7). 

In Reference to Claim 9: 

Burbank teaches: 

A tool according to claim 1 (see rejection of Claim 1 above), wherein 
needle points of the insertion puncture needle and the retrieval puncture needle 
(120, 122, Fig. 7) are formed into a pointed conical shape or a tapered thin blade 
shape (Fig. 7). 

In Reference to Claim 10: 
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Burbank teaches: 

A tool according to claim 1 (see rejection of Claim 1 above), wherein at 
least one of the insertion puncture needle and the retrieval puncture needle (120, 
122, Fig. 7) is formed by connecting a metal member and a resin member 
(Claims 10 recites limitations based on process steps, this is being interpreted as 
a product-by-process limitations, as such only the structure implied by the steps 
is limited. See MPEP 21 13. Here it is noted that a comparison of the recited 
process with the prior art processes does NOT serve to resolve the issue 
concerning patentability of the product. In re Fessman, 489 F2d 742, 180 U.S. 
P.Q. 324 (CCPA 1974). Whether a product is patentable depends on whether is 
known in the art or it is obvious, and is not governed by whether the process by 
which it is made is patentable. In re Klug, 333 F2d 905, 142 U.S. P.Q 161 (CCPA 
1964). In an ex parte case, product-by-process claims are not construed as being 
limited to the product formed by the specific process recited. In re Hirao et al., 
535 F2d 67, 190 U.S. P.Q. 15). 

In Reference to Claim 1 1 : 

Burbank teaches: 

A tool according to claim 1 (see rejection of Claim 1 above), wherein the 
insertion puncture needle and the retrieval puncture needle (120, 122, Fig. 1) are 
releasably attached to a retaining member (104, Fig.1). 

In Reference to Claim 12: 

Burbank teaches: 
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A tool according to claim 1 1 (see rejection of Claim 1 1 above), wherein the 
retaining member (104, Fig. 7) is constituted of a grip member to be held by a 
hand. 

In Reference to Claim 13: 
Burbank teaches: 

A tool according to claim 1 1 (see rejection of Claim 1 1 above), further 
including a positioning member (112, 114, Fig. 2) for regulating the mounting 
positions of the insertion puncture needle and the retrieval puncture needle (120, 
122, Fig. 2) with respect to the retaining member (104, Fig. 2). 

In Reference to Claim 15: 

Burbank teaches: 

A medical suturing tool comprising an insertion puncture needle (120, Fig. 
1) with a shaft having a proximal end and a pointed distal end, and a retrieval 
puncture needle (122, Fig. 1) with a shaft having a proximal end and a pointed 
distal end, and a retaining member (104, Fig. 1) that connects the respective 
proximal ends to retain the respective shafts parallel, wherein the insertion 
needle shaft (120, Fig. 7) having an elongate aperture (125, Fig. 7) in its wall 
surface facing the retrieval needle shaft (122, Fig. 7), the retrieval needle shaft 
(122, Fig. 7) having an aperture in its wall (127, Fig. 7) surface facing the 
insertion needle shaft (120, Fig. 7), the respective shafts each defining a lumen 
(142, 144, Fig. 3) from the proximal end to the respective aperture, and the 
insertion needle lumen (142, Fig. 3) containing an elongate lock part (134, Fig. 7) 
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long enough to bridge across from the insertion needle aperture (125, Fig. 7) to 
the retrieval needle aperture (127, Fig. 7) the insertion needle lumen (142, Fig. 3) 
containing a suture (124, Fig. 7) which is attached to the lock part (134, Fig. 7) 
whereby pulling on the suture causes the lock part to emerge from the insertion 
needle lumen (125, Fig. 7) and extend across to the retrieval needle aperture 
(127, Fig. 7) so that, withdrawal of the retrieval needle (122, Fig. 7), the suture 
(124, Fig. 7) is advanced from the puncture made by the insertion needle (120, 
Fig. 7) to the puncture made by the retrieval needle (122, Fig. 7). 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. Claim 14 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Burbank. 

In Reference to Claim14: 
Burbank teaches: 

A tool according to claim 1 1 (see rejection of Claim 1 1 above), wherein a 
plurality of pairs of the insertion puncture needle and the retrieval puncture 
needle are provided on the retaining member. (It would have been obvious to 
one of ordinary skill in the art at the time of the invention to uses more than one 
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pair of needle to for faster suturing or for doing multiple stitching at the same time 
to save time. MPEP 2144.0 [R-6]). 

Allowable Subject Matter 

5. Claims 4-6 are objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the 
base claim and any intervening claims. 

Conclusion 

6. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. US Patent No. 5,037,433 to Wilk et al. teaches an endoscopic 
suturing device and related method and suture. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SON DANG whose telephone number is (571)270-5809. 
The examiner can normally be reached on Monday-Friday 7:30 AM - 5:00 PM EDT. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jackie Ho can be reached on 571-272-4696. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

SD 

/(Jackie) Tan-Uyen T. Ho/ 

Supervisory Patent Examiner, Art Unit 3773 



